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primary 
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Warnings: Gi 
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DO NOT GIVE NAPROSYN® 

CONCOMITANTLY WITH ANAPROX® ( Ape 
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usually occur in patients with a history of such reactions, 
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active 
hs risk. 
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steroid dosage i is reduced or eliminated during , do 
jonts acer 


of 


itis 


for 

with valves o 
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failure. The drug's antipyretic —— activities 
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stop therapy for 72 hours before doing adrenal function tests. 

The drug may interfere with urinary assays of SHIAA. 

carcinogenic 


Pregnancy: Category B. Do not use during pregnancy 

unless Avoid use during 
Mothers: Avoid use in nursing 

Podiatric Use: Indications and dosage have not been 
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WNDIC+JIONS AND 
to moderately severe pain 


Hypersensitivity to acetamino- 
phen or hydrocodone. 
WARNINGS 


Drug Abuse and : VICODIN is subject to 
the Federal Controlled Substances Aci (Schedule il). 
Psychic dependence. physical dependence and 
tolerance may upon repeated administra- 
tion of narcotics; therefore, VICODIN should be pre- 
scribed and administered with the some caution 
appropriate to the use of other oral-narcotic- 
medications 


At high doses or in sensitive 
patients. may produce dose-relcted 
respiratory depression by acting directly on brain 
stem respiratory centers. Hydrocodone also affects 
centers that control respiratory rhythm. and may 
produce irreguior and periodic breathi 

Head Injury and Increased intracranial The 
respwatory depressant effects of narcotics and their 
capacity to elevate cerebrospinc! fluid pressure may 
be markedly exaggerated in the presence of head 
injury. Other intracranial lesions or a preexisting in- 
crease in intracranial pressure. Furthermore, narcot 
ics produce adverse reactions which may obscure 
the clinical course of patients with head injuries. 
Acute onditions: The administration of 
narcotics may obscure the diagnosis or clinical 
course of patients with acute abdominal conditions. 


PRECAUTIONS 
Special Risk Patients: VICODIN should be used with 
coution in eiderly or debilitated patients and those 
win severe impairment of hepatic or renal function, 
hypothyroidism, Addisons disease. prostatic hyper- 
trophy or urethral stricture 
information For Patients: VICODIN. like all narcotics. 
may impair the mental and/or physical abilities re- 
quired for the performance of potentially hazardous 
tasks such as driving a cor or operating machinery: 
patients should be cautioned accordingly. 
Cough Reflex: Hydrocodone suppresses the cough 
retiex. caution should be exercised when VICODIN is 
used postoperatively and in patients with pulmonary 
disease 
Or interactions: The CINS-depressant effects of 
VICODIN may be additive with that of other CNS de- 
pressants. When combined therapy is contempiated. 
the dose of one or both agents should be reduced. 
The use of MAO inhibitors or tricyclic antidepressants 
with hydrocodone preparations may increase the 
effect of either the antidepressant or hydrocodone. 
The concurrent use of anticholinergics with hydroco- 
done produce ileus 

Pregnancy Category C. Hydro- 
coaene | has been shown to be teratogenic in ham- 
sters when given in doses 700 times ihe human dose. 
There are no adequate and well-controlied studies 
in pregnant women. VICODIN should be used during 
pregnancy only if the potentico!l benefit justifies the 
potential risk to the fetus. 
Nonteratogenic Effects: Babies born to mothers who 
have been taking opioids r larly prior to delivery 
will be physically dependent. The intensity of the syn- 
Grome does not always correlate with the duration of 
maternal opioid use or dose 
Labor and Delivery: Administration of VICODIN to the 
mother shortly before delivery may result in some 
degree of respiratory depression in the newborn. 
especially if higher doses are used. 

: It is not known whether this drug is 
excreted in human milk, therefore. a decision should 
be made whether to discontinue nursing or to dis- 
continue the drug. taking into account the impor- 
tance of the drug to the mother 
Pediatric Use: Safety and effectiveness in children 
have not pnd established 
ADVERSE REACTIONS 
Central Nervous System: Sedation. drowsiness, 
mental clouding. lethargy impairment of mental 
and physical performance. onxiety. fear dysphoria, 
dizziness. psychic dependence, mood changes. 

inal System: Nousea anc vomiting may 
occur, they are more frequent in ambulatory than in 
recumbent patients. Prolonged administration of 
VICODIN may produce constipation 
Genitourinary System: Ureteral spasm, spasm of 
vesical sphincters and urinary retention have been 


reported 

i (See WARNINGS} 
DOSAGE "ADMIN should be 
adjusted according to tne severity of the pain and 
the response of the patient. However tolerance to 
hydrocodone can develop with continued use, and 
the incidence of untoward effects is dose related. 
The usual dose is one tablet every six hours as needed 
for pain. (if necessary, this dose may be repeated at 
four-hour intervals} In cases of more severe pain, 
two tablets every six hours (up to eight tablets in 24 
hours) may be required. 
Revised, April 1982 
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